AEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

npoe. Hanii Ceitnuunofi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EAPTIOY 37079055

BUCHOBOK
PO SIKICTh BBe3eHOro B YKpainy JiKapcbKoro 3acody

17.11.2023 Ne 58742/23/26

IBAHAPOHOBA KHCJ/IOTA-BICTA 150 MI'

(HaliMmeHyBaHHA JikapceKoro 3acoly 3rifiHo 3 peecTpauifHUM MOCBIIYEHHAM)
TabJ1IeTKH, BKPHTI IUIIBKOBOIO 000/10HK010, 10 150 mr; mo 3 Tabserku y Gicrepi; mo 1
OjlicTepy B KAapTOHHIN KopoOui

(thopma BHRNYCKY, 103y BaHHA, BH MaKyBaHHA JliKapCbKOro 3aco0y)
Howmep peectpauiiinoro nocsiguenna UA/16004/01/02 crpok aii peectpauiiinoro nocsinuenss HeOOMeXeHUH
Cepis nikapcskoro 3acoby Ne 2303078B KinskicTs BBe3eHoro nikapeskoro 3acoby 5000

Bupo6uuk Cinton Xicrnaunig, C.JI., Icnianis

(naiimeHyBaHHA BUpoOHHMKA NikapcLKOro 3acoly, KpaiHa NOXO/MNEHHA)

Beeseno B Vkpainy TOBAPUCTBO 3 OBMEX>KEHOIO BIAIIOBIAAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(nailimenysanns ta kox 3a CJIPIIOY wopuauanoi ocobu abo npizsuiue, iM's, no 6atekosi disnunol
0co6H - niAnpuemMus, it MicLE NPOXKUBAHHA Ta peecTpauiiinni Homep 06aikoBoT KapTKH NnaTHHKa
nouarkis afo cepis Ta HoMep nacnopra)

IMpoTokon BisyansHoro koutpoumio Bia 17.11.2023 Ne 3646/2.

3a pe3ynbTaTaMH JIepKABHONO KOHTPOJIIO BCTAHOBJEHO, 10 Jikapcbkuid 3acib BBeseHo B YkpaiHy 3
AOTPHMAHHSIM BHMOT 3aKOHOJABCTBA OO 3a6e3reuerHs AKOCTI TIKapCLKHX 3aco0iB.

o

Mukona XOJIOAEHKO

(nipmc) (ininiasim Ta npizBuIE)




Synthon

Cinron Xicoaniz C. JI.

CepTudikaT BiIIOBIIHOCTI

MicIieBa TOproBa Ha3Ba: I6anaponoBa kuciaora-Bicta 150mr
Howmep PeecTparniiiHoro mocBiTIeHHS: UA/16004/01/02

Homep BupoOy kommasii «CIHTOH» 376107

Howmep cepii: 2303078B

Jlo3yBaHHA:

150 mr I6anapoHOBa KHCIIOTA

Jlikapcbka ¢opma:

TabeTKH BKPUTI IUIIBKOBOKO 000JIOHKOIO

Po3Mip 1 THIT YIITAKOBKH:

3 tabmeTku y Omictepi, 1 OaicTep B KapTOHHII KOpoOITl

Bupobuux ADI:

CIHTOH c.p.o.
Bpuenceka 32/mm. 597,
Biancko, 678 01, Uechbka Pecrry6iika,

Howmep minensii Bupobauka ADI:

Sukls 132091/2021 (API GMP)

BupoOHuk Hepo3hacoBaHO]1 J1IKapchKoi
hopMu:

CinTon Xicnanig C.JL
Byn. K/Kactemno, Nel,
CanTt Boi nie JImoGperar,
Bapcenona, 08830, Icranis

Howmep minensii Bupobxuka
Hepo3dacoBaHO1 TIKapchkoi GopMI:

ITotounmil aiiicHUit HoMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
ITotounmit mificHuit HoMep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

JIUIAHKa IEpBUHHOTO Ta BTOPHHHOT O
MAKyBaHHA

CinTon Xicmanig C.JL
Byn. K/Kactemno, Nel,
CanT Boi nie JImobperar,
Bapcenona, 08830, Icanis

Howmep ninen3ii Ha BApOOHHUITBO AUISHKA
MIEPBHHHOTO ITaKyBaHHI:

TToTo4nwmii JiiiicHUI HOMEp B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
ITotounmit miiicHuit HoMep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

BijmoBiadbHUIT 3a JJOKYMEHTAITII0 Ha
BHITYCK Cepii:

CinTon Xicmanig C.JL
Byn. K/Kactemno, Nel,
CanT Boi e JImobperar,
Bapcenona, 08830, Icanis

Howmep minensii AUIAHKH, BIIIIOB1IaTbHOL
3a JJOKYMEHTAIlI}0 Ha BUITYCK cepii:

ITotounwmil miiicHUit HOMep B YKpaiHi:
0438 (ML) / NCF / 1931/001/CAT (GMP)
ITotounmii mificHuit HoMep B €C:

0438 (ML) / NCF / 2344/002/CAT (GMP)

Bepcis: MCOC.ES01.IBE.tab150. Mictpan Kenitan MereveHT UA.376107.18.doc

«CHHTOH XicnaHia C.N.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B IcnaHii: Kappep Kactenno 1 | .1 Nec Caninec | 08830 CaHT-Boit-ae-Nsobperar | bapcenoHa | Icnakia | Ten.: +34 936 401 516 ®akc: +34 936 401 146
(CiCastello 1]  P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi Bapcenonn 3a Homepom B-184 023, cTopitka 43, Tom 30.987, 3anuc 1




Synthon

«CinroHn Xicnaniz C. JL.»

Ceptudikat BITOBIHOCTI

CropiHka 2/2
Po3mip cepii: 9952 .
KinpKicTE BIAIIOBIIHUX BIIXUIEHE: NA
Pemapku / KoMeHTapi: NA

IT1M g 3acBig9IyIO TOUHICTE i JOCTOBIPHICTh BHUIICHABEACHOI IH(pOpMAaIIii.

ITfo cepiro mpodykiii Oyno BHpoOJIeHO, BKIOYAIOUN ITAKYBAHHA (IKIIO IIe TepenbadeHo) Ta KOHTPONb AKOCTI, Ha
BHINIEe3a3HAYCHIT(HIIX) JINMHINI(KaX) Y IOBHIIl BiAMOBiZHOCTI J0 BiMor HamexHoi BupoOHHUOI mpakTnkn €C Ta BHMOT
MICITEBOTO PeryisSTopHOr0 OpraHy, a TakoK Jo crerdikaimiil, BHKIageHNX y PeecTpaimiilHoOMy IIOCBiTYeHHI KpaiHii-
iMIIopTepa, Ta GyIp-IKIIX J0aTKOBHX BIIMOT, TIOTOKEHIX V JOTOBOPI PO AKIiCTB.

BupoOHIIITBO JTiKapchKol pedoBHHN [6aHApOHOBA KHCIOTA 3MIIICHIOEThCA BIMMOBIMHO Ao mirodoi Hame:xHoi BHpoGHITIOI
TIPaKTHKIL.

3BITHICTB 1010 00pOOKII, MAKYBaHHA Ta BHIIPOOYBAHHSA cepiil Oyia IeperNITHyTa i BII3HAaHA TaKOI0, IO BilIIOBigae BIMOTaM
HanexHol BupoOHIrdol mpakTnk €C.

IlpemapaT BidmoOBigae MJirOYNM KepiBHHM TIIPHHINIIAM IIogo0 TryOuacToi eHmedanomaTii Bemmkoi poraTtoi Xymobnm
TPAaHCMICIBHOI CIIOHTi(hOPMHOI eHITe(haIomaTii.

Vci BIIXIUIEHHA OITIHEHO Ta 3aJ0KyMeHTOBaHO. CTOCOBHO OYyIb-SKOTO BIIXIUICHHS, SIKe MOJKe BIUTHHYTH Ha SKiCTh Ta/abo
Oe3meKy IpoayKiii (BiAIOBIIHE BiIXIUICHHS) 3BIT PO BIAXIUICHHA JodaeThes 10 CepTudikaTa BiIIOBITHOCTI.

Pazom 3 BignoBigamM CepTigikaToM aHaTi3y Iell JOKYMEHT € cepTHdiKaIliero SKOCTi A1 HaJaHHA JO3BOJY Ha BHIIYCK cepil
U4 BIHIIE3a3HaueHoI cepil pemapary.

Cepis Bignosigae Crennikanii CFPS.NUS.19031 (1.0) Ta Bummyckaethbed g Mictpan Kemitan Menemxment Jlimiten, BB,
Ta 714 TepuTopii YKpaiHiL.

I Tamm: /Vnoernoeasicera ocoba IITamm:

Iligmic: /nionuc/ Jata: 02 mictomana 2023 p.
Haniens ITackay

YinorHoBaxkeHa ocoda «CinToH Xicnania C. JL»

Bepcis: MCOC.ES01.IBE.tab150. Mictpan Kenitan MeremxmeHT UA.376107.18.doc

«CVHTOH Xicnakis C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B IcnaHii: Kappep Kactenno 1| M. Nlec Canivec | 08830 CaHT-Boit-fe-NboGperar | bapcenoHa | Icnakia | Ten.: +34 936 401 516 dakc: +34 936 401 146
(CiCastelld 1] P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMY peecTpi Bapcenonn 3a HoMmepom B-184 023, cTopitka 43, ToM 30.987, 3anuc 1



Synthon Hispania, SL
¢/Castelid, 1

08830 Sant Bo1 de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146

Synthon

www.synthon com CepTHq)iKaT aHaJ]i3y CTOp_ 131
I6anaponoBa kucaora-BicTta 150 Mr Tad/IeTKH BKPHTI ILTIBKOBOIO 000JI0HKOIO
Howmep cepii :2303078B
Howmep BipoOy 1376107

. . Jara BurotoBneHHsa 11 mumHg 2023 poky
TepMiH NIpHUIAaTHOCTL : JIumeHs 2026 poxy
BupoOHIia aiTsHAIA : CigroH Xicnanig C.JI.
BunpodyBanHS | PesyabTaTH | Kpnrepii npuitaaTHOCTI
30BHIIIHIIT BHTIIA Bigmosigae Bimi abo mainke Ol JBOOIIYKIIL, BKDUTI

000I0HKOI0 TabIEeTKH, JOBTacTOl (hopMII,
3 MapKyBaHHAM 3 OTHOT0 60Ky «I9BE»,
a 3 iHmoro — «150x.

Yac MOBHOTO po3majy

KiTBKIiCTh IIPOTECTOBAHIIX BHPOOIB 6
KiTBKIiCTB OJITHIIG 110 HE PO3IIalach 0
MiHiMaTBHHIT 9ac >4 xB
MaxkcumalsHHII 9ac <5xB
BHCHOBOK Biamosigae >1xBgo<15xB
InenTndikamia I6angpoHATY
BEPX ugac yrprMasHS (10HHA) Bigmogigae Taximt caMmImil, K i [ CTaHIapTHOTO
PO3UNHY
BEPX gac yTpnMaHHS (3BOPOTHBO-(ha3Ha) Bigmogigae Taximt caMmimil, K i [ CTaHTapTHOTO
PO3UNHY
KinekicHe pi3HaueHHA (BEPX)
MI/TabaeTKa 149.2 mr/Tabnerka 142,5-157,5 mr/TabneTka
OmHOpPITHICTE J030BaHHX ONIHIIIb Biamosigae Bigmogimae ct. 2.9.40 €Bp. ®apmakomnel
MinimaneHml (% BiJI 3a9BI€HOTO) 97,6%
MakcnmansHI (% BiJT 3agBICHOT0) 100,6%
Cepemiit (% Bix 3agBICHOr0) 99,5%
Jlo3a, moB’A3aHa 3 pH3IKOM 0,9%
TToKa3HIK IPIITHATHOCTI 22 <15.0
KiIBKIiCTh IPOTECTOBAHIIX BIPODIB 10
Jomimkn (BEPX)
@ochat <0,10% <0,6%
Haiibimbima HecnelmigikoBaHa TOMIIIKa <0,10% <0,.2%
CyMa JoMIIIoK <0,10% <0,9%
Mixkpobionoridsa gicTora
3araipHa KiIBKICTh aepOOHIIX MIKpOOpTraHIi3MiB He mpoBomiIBcs <1000 KYO/T
3araipHa KiIBKICTh JPLKIKOBHX Ta IUTICHIBIX He mpoBomirBcs <100KVYO/T
TpuoIB
Emepnxis xomi He npoBoiIBCs BigcytHa/T
IneHTH(IKAIS HAIIOBHIOBAYIB
JIBOOKIIC THTaHy He mpoBo/iIBcs Bigmogimgae
ITa cepis BinmoBinae Crenmgikarnii CFPS.NUS.19031 (1.0)
Bunano: Mapxk Beitona ITizappo Jata Bujtaqi: 02 micromana 2023 poky
cremiaiicT 3 sKocti (PEJII3) Ie eneKTpOHHUIT I1IITHC.

3eim: 223259 JJama: 02 aucmonaoa 2023 p./11:389:48 Bio: LW7 _Production
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Certificate of Conformance
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‘ Local trade name:

Ibandronic acid-Vista 150 mg

‘ Marketing Authorization number:

UA/16004/01/02

Synthon item number:

376107

Batch number:

2303078B

| | Strength:

150mg / Ibandronic acid

Dosage form:

film-coated tablets

Packaging size and type:

3 tablets per blister; 1 blister per carton box

Manufacturing site API:

Synthon s.r.o.,
Brnenska 32/cp. 597,
Blansko, 67801, Czech Republic

Authorization number of Manufacturing
site API:

sukls 132091/2021 (API GMP)

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.L.
C/Castello, nol,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of Manufacturing
| site Bulk Drug Product:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) NCF/2344/002/CAT (GMP)

Primary and secondary packaging site:

Synthon Hispania, S.L.
C/Castello, n°1,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Manufacturing Authorization number of
| primary and secondary packaging site:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Responsible for batch release
‘ documentation:

Synthon Hispania, S.L.
C/Castello, n°1,

Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of site responsible
| for batch release documentation:

Current valid number in UA:

0438 (ML)/ NCF/1931/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML)/ NCF/2344/002/CAT (GMP)

Version: MCOC . ESO1.IBE.tab150.Mistral Capital Management. UA.376107.18.doc

Synthon Hispania S.L. | CIF: ES-61738645

C/ Castelld 1 | PI. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja numero B-184.023, folio 43, tomo 30.987, inscripcién 1




Synthon Hispania S.L.

Certificate of Conformance

page 2/2 t

i

Batch size finished product: 0,952 UNITS ]
Number of relevant deviations: APy |
Remarks/comments: NA i

I hereby certify that the above information is authentic and accurate.

This batch of product has been manufactured including packaging (if applicable) and quality control at the
above mentioned site(s) in full compliance with EU GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the Importing country, and any additional
requirements as agreed upon in a Quality Agreement.

The drug substance Ibandronate is produced according to current GMP.

The batch processing, packaging/labeling and analysis records were reviewed and found to be in compliance
with EU GMP.

The Product complies with the current BSE/TSE guidelines.

Any deviation has been assessed and documented. For any deviation that might have an influence on the
quality and/or safety of the product (relevant deviation), a deviation report is added to the CoC.

In combination with the corresponding Certificate of Analysis the document forms the quality batch release
certification for sales for the above detailed product batch.

The batch complies with CFPS.NUS.19031 (1.0) and is released for Mistral Capital Management Limited,
UK, and for territory: Ukraine.

| 02 NOV 2023
Signature: Date: __ =

DAN!EL PASCAU
QUALIFIED PERSON

Qualified Person Synthon Hispania S.L.

Version: MCOC.ESO1.IBE.tab1 50.Mistral Capital Management. UA.376107.18.doc

Synthon Hispania S.L. | CIF: ES-61738645

C/ Castelld 1 | PI. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja nimero B-184.023, folio 43, tomo 30.987, inscripcion 1




Synthon Hispania, SL

o/ Castelld, 1

03830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

Fax. +34 936 401 146
www.synthon,com

Certificate of Analysis

Synthon

Page 1 of2

Ibandronic acid-Vista 150 mg film-coated tablets

Lot Number 1 2303078B
Item Number : 376107 Date of Manufacture ¢ 11-Jul-2023
Expiry Date s Jul-2026
Manufacturing Site : Synthon Hispania S.L.
Tests Results Acceptance Criteria
Appearance Complies White to off-white in colour,
oblong, biconvex coated tablets
debossed with "I9BE" on one
side and on the other side with
"150"
Disintegration time
Number of units tested 6
Number of units fail to disintegrate 0
Minimum >4 min
Maximum <5 min
Conclusion Complies 21 to < 15 minutes
Identification
HPLC retention time (ionic) Complies The same as standard prep.
HPLC retention time (reverse phase) Complies The same as standard prep.
Assay (HPLC)
mg/tablet 149.2 mp/tablet 142.5 - 157.5 mg/tablet
Uniformity of dosage units Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 97.6 %
Maximum (% of label claim) 100.6 %
Average (% of label claim) 99.5%
RSD 0.9%
Acceptance Value 22 =150
Number of Units Tested 10
Impurities (HPLC)
Phosphate £0.10% £0.6%
Largest unspecified impurity <0.10% <02%
Total impurities <0.10% <0.9%
Microbial contamination
Total aerobic micrabial count {TAMC) Noat Performed <1000 CFU/g
Total combined yeast/moulds count (TYMC) Not Performed <100 CFU/g
Escherichia coli Not Performed Not present/g
Identification of excipients
Titanium dioxide Not Performed Complies

Report: 223259 Date: 02 Nov 2023/11:38:48 From: L7 Production




Synthon Hispania, SL
of Castelld, 1

08830 Sant Boi ds Llobregat

Barcelona - Spain

Tel.+34 936 401 516

Pax, +34 936 401 146

www.synthon.com

Certificate of Analysis

Synthon

Pago2 of2

Ibandronic acid-Vista 150 mg film-coated tablets
This batch complies with the specification set in CFPS.NUS.19031 (1.0).

Lot Number: 2303078B

Issued by : Marc Bayona Pizarro
QA SHIS Specialist (RELEASE)

Date of Issue :  02/Nov/2023
This is an electronic signature

Report: 223259 Date: 02 Nov 2023/11:38:48 From: LW7 Production
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